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-The MAILING DATE of this communication appears on the cover sheet beneath the correspondence address— 



MONTH(S) FROM THE MAILING DATE 



I Period for Reply 

/ A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE . 
OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). ^ 
from the mailing date of this (xjrnrmmicatioa 

- tf the period for reply specified above rs less than th irty (30) days, a reply within the statutory min Irnum of thirty (30) days win be considered timely. 

- If NO period for reply is specmed above, such period shall, by default expire SIX (6) MONTHS from the mailing date of this corrmmfik^Jkjn. 

- Failure to replywithin the set or extended period for reply wiD, by ste^ 

- Any reply received by the Office la^ than triree months after tr^ 
term adjustment See 37 CFR 1.704(b). 

Status^/ 

ta'Responsive to communication® filed on 

□ This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed in 
accordance with the practice under Ex parte Quayle, 1935 CD. 1 1; 453 O.G. 213. 

Disposition of Claims 

□ Claim(s), 



Of the above claim(s)_ 

□ Claim(s) 

t^fijaim(s) - — 

□ Claim(s)__ 

□ Claim(s) 
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Application Papers 

□ The proposed drawing correction, filed on . 

□ The drawing(s) filed on 



is/are pending in the application, 
is/are withdrawn from considerati n. 
is/are allowed, 
is/are rejected, 
is/are objected to. 

. are subject to restriction or electi n 
requirement 



is □ approved □ disapproved. 



is/are objected to by the Examiner 



□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 1 19 (aH<0 

□ Acknowledgement is made of a claim for foreign priority under 35 U.&C. § 1 1 9 (a)-(d). 
□ AIID Some* □ None of the: 

□ Certified copies of the priority documents have been received. 

□ Certified copies of the priority documents have been received in Application No. _ 

□ Copies of the certified copies of the priority documents have been received 

in this national stage application from the International Bureau (PCT Rule 17.2(a)) 
'Certified copies not received: : : , — 
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Notice of Reference® Cited, PTO-892 
^ Notice of Draftsperson's Patent Drawing Review, PTO-948 



□ Interview Summary, PTO-413 

□ Notice of Informal Patent Application, PTO-1 52 

□ Other _ — _ 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1 , 4, 7-12, 23, 28-33 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Guley et al in view of Jain et al. 

Guley et al teach a controlled release (tablet) core comprising 20-70% drug and 
a 30-72% mixture of water soluble and water-insoluble polymers at ratio of 10:1-1.5:1 
(column 2 lines 27-36). Hydroxypropyl cellulose and carboxyl vinyl polymer are , / 

specified (column 3line 19). Etodolac is specified (column 4, line 67). Lactose is ptU^xa-c 
disclosed (column 5 example 1). Sustained release is specified (Title). 

Guley et al further teach plural water-soluble polymers including hydroxypropyl 
methylcellulose and hydroxy propyl cellulose (column 2 lines 40-44). Plural water- 
insoluble polymers are specified including ethyl cellulose and carboxyl vinyl polymer 
(column 2 lines 45-50). f 

Jain et al teach the equivalence of cellulose alkyl hydroxylates in (Tablet) cores, 
in particular that of hydroxypropyl cellulose and hydroxyl Ethyl cellulose (column 5 lines 
21-27). 

It would have been obvious to one of ordinary skill to make a core comprising a 
carboxyl vinyl polymer, and alkyl cellulose in view of Guley et al. As to the claimed 
hydroxy ethyl cellulose, Jain et al teach the equivalence of this hydroxpropyl cellulose of 
Guley et al in tablet cores. 
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As to the claimed "about less than" and ingredients, such "up to about" 

limitations includes zero. 

As to the claimed crosslinkers, applicants disclose that carbapol contains such 

(Page 4, lines 27-31). 

No claims allowed. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an internationa application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) do not apply to the examination of this application as the application 
being examined was not (1) filed on or after November 29, 2000, or (2) voluntarily 
published under 35 U.S.C. 122(b). Therefore, this application is examined under 35 
U.S.C. 102(e) prior to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

Claims 1, 4, 8, 23, 29 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Skinner. 

Skinner teaches a sustained release composition comprising hydroxyethyl 
cellulose and hydroxypropyl methyl cellulose (Title, Abstract). n 

Ibuprofen is disclosed (col. 3 line 55). As to the ingredients,j3lheJ^la4TO®d-"up to" 

A 

includes zero. 
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Claims 1, 4, 7, 18, 23, 28, 29, 32, 33 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Skinner in view of Guley et al. 
Skinner is discussed above. 

Guley et al discloses cellulose acetate phthalate as an enteric coating. 

It would have been obvious to one of ordinary skill to coat the composition of 
skinner to with cellulose acetate phthalate to achieve the beneficial effect of an enteric 
coating!" ^ 4 & ^ " "~- 

No claims allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Edward Webman whose telephone number is (703) 
308-4432. The examiner can normally be reached on Monday to Friday from 9 AM to 5 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Minna Moezie, can be reached on (703) 308-0570. The fax phone number 
for the organization where this application or proceeding is assigned is (703) 305-3592. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
1235. 



Webman/LR 
March 1 , 2002 



